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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/18/07 has been entered. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 36-41,43,44,46,49,52-55 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lane (6371983). Lane shows (Fig. 1) a heart valve assembly that 
comprises a base member 25 having a generally annular shaped body and a flexible 
cuff 17 extending around the periphery. The assembly also includes a valve member 13 
and is also multi-lobular in shape since it includes lobular leaflets (15a-c) and is 
attached to a multi-lobular outer frame 25. There are also elongate guide members 23 
that extend from the base and receivable through the valve member and are slidable 
against the valve member when inserted therein to secure or align the inner and outer 
frames together. Fig. 4 shows the elongate pins and complementary connectors in the 
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form of apertures. Fig. 5 additionally shows the second connecting member with 
apertures or holes 26. The head of the pin prevents the valve member from being 
directed away from the base member. The valve member has channels in the form of 
holes for the guide members or pins. The Examiner also interprets recesses as holes or 
channels. The guide members are detachable since they are not integral or part of the 
base member. Since the guide members extend from the base, they can be said to 
extend from a section of the lobed based member. 



Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim 47 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lane 
'983. Lane is explained supra. However, Lane fails to teach a cover extending across a 
portion of the recess. It would have been obvious to use a reinforcement cover through 
the valve member tissue leaflets such that it prevents any tearing of the material forming 
the leaflets of the valve member, such a modification only involves routine skill in the art 
and would provide predictable results. 

Claims 42,48,50,51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lane '983 in view of Macoviak (6893459). Lane is explained supra. However, 
Lane fails to disclose the use of ratcheting elements and detents to join guide members 
with the connector or holes to space the base member or outer frame from the inner 
frame. Macoviak teaches (Figs. 3,4) that one of the base member or annular body has a 
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guide member 67 and the other component has ratchets 43 and the guide member in a 
guide channel 77. Macoviak also teaches that the ratcheting provides the surgeon the 
ability with controlled placement of the valve member at the annulus, col. 6, lines 20-31 . 
It would have been obvious to one of ordinary skill in the art to utilize a ratcheting 
system as taught by Macoviak with the components of Lane's prosthetic valve assembly 
such that it enables the surgeon to manipulate the distance of the valve members to be 
spaced apart and fit within the patient to properly implant the heart valve assembly. 
Regarding claim 48, it can be seen that the guide member extending into the channel 
77 of Macoviak shows a rectangular cross-section. 

Claims 1,2,4-15 are rejected under 35 U.S. C. 103(a) as being unpatentable over 
Barone et al. (470551 6) in view of Lane '983. Barone et al. show (Fig. 1 ) a multiple 
component heart valve assembly comprising an annular base member b' defining a 
plane and an annular body c' separate and disconnected from the base member and is 
rotatable relative to the base member about the longitudinal axis. Additionally it can be 
seen there are cooperating connectors or guides 2,3 respectively on the base member 
and annular body. The first connector can be construed to be a plurality of spaced 
elements along the perimeter as illustrated in a longitudinal dimension. The connectors 
comprise protrusions and grooves in the respective surfaces of the engaging members. 
Regarding claim 6, the Examiner interprets the protrusion to be resilient since it is made 
of a material to be permanently placed and replace a defective valve, col. 3, lines 41-44. 
Barone discloses the annular member comprises a valve, col. 2, lines 22,23,59-63. 
However, Barone et al. fail to disclose the base member and annular body are multi- 
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lobular in shape or to have a flexible cuff. Lane is explained supra. It would have been 
an obvious expedient to vary the shape of the corresponding connecting base and 
annular member of the valve to be multi-lobular such that it matches the anatomical 
dimensions of the patient's valve structure. A change in shape is generally recognized 
as being within the level of ordinary skill in the art, absent any showing of unexpected 
results. In re Dailey et al., 149 USPQ 47. One of ordinary skill in the art, furthermore, 
would have expected Applicant's invention to perform equally well with the shape of the 
cooperating rotatable members as taught by Barone et al. as modified by Lane or the 
claimed multi-lobular members because both prostheses provide a rotatable assembly 
capable of replacing a heart valve and aligning the members during implantation. 
Regarding claims 8,13 Lane is explained above. It would have been obvious to one of 
ordinary skill in the art to provide a flexible cuff as taught by Lane with the prosthesis of 
Barone et al. such that it enables the surgeon to place and conform the cuff to the tissue 
anatomy and seal the valve to the patient's valve opening. 

Claims 11-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schreck (6454799) in view of Otto et al. (DE 19532973). Schreck discloses a base 40 
with guides 42 on the base for aligning with separate annular body 22. Schreck 
discloses the base is formed of a cuff like material, col. 6, lines 54-56. Fig. 2 shows the 
annular body forming valve members 32. It can be seen (Fig. 1) that the annular body 
has a seam 36 and the base has guides that taper to a smaller width at which location is 
where the assembled valve would be considered together as shown in Fig. 2. A 
connector 76 is used in connecting portion 70 of annular body of which is connected to 
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the base via connector portion 54. It can be construed that the connector 76 provides a 
tactile marker since the connector slides into to the receptacle of the annular body and 
then abuts the ledge of the guide, see Fig. 3. Fig. 6 shows the base member and 
annular body disconnected. However, Schreck fails to disclose the bodies of the 
prosthesis are of a multi-lobular shape. Otto et al. teach (figs. 1 ,2) that the prosthesis is 
designed with a multi-lobular shape to correspond to the anatomy in which it is placed, 
see abstract and translation of Fig. 1 . It would have been obvious to one of ordinary skill 
in the art to use a multi-lobular shape as taught by Otto et al. for the components of 
Schreck's valve prosthesis such that it more closely matches the anatomical location to 
which it is implanted in. 

Claims 18,21 ,22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schreck '799 in view of Otto et al. (DE 19532973) as applied to claim 1 1 above, and 
further in view of Lane '983. Schreck in view of Otto et al. is explained above. However, 
Schreck as modified by Otto fail to disclose the use of tethers. Lane teaches that in 
some heart valve assemblies a tether can be used to align the annular body with the 
base member, col. 7, lines 60-67. It would have been an obvious expedient to use 
tethers as taught by Lane with the prosthesis of Schreck as modified by Otto et al. such 
that it gives the surgeon more control of the valve assembly at particular locations and 
thus provides predictable results. 

Claims 19,20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schreck '799 in view of Otto et al. (DE 1 9532973) and Lane '983 as applied to claim 1 8 
above, and further in view of Macoviak (6893459). Schreck as modified by Otto and 
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Lane is explained supra. However, Schreck in view of Lane and Otto fail to teach a 
ratchet mechanism for aligning the annular body with the base member. Macoviak 
teaches (Figs. 3,4) that one of the base member or annular body has a guide member 
67 and the other component has ratchets 43 and the guide member in a guide channel 
77. Macoviak also teaches that the ratcheting provides the surgeon the ability with 
controlled placement of the valve member at the annulus, col. 6, lines 20-31 . It would 
have been obvious to one of ordinary skill in the art to use ratchets as taught by 
Macoviak with the valve assembly of Schreck as modified by Otto and Lane such that it 
provides a predictable control mechanism that maintains set positions while adjusting 
the components. 



Response to Arguments 

Applicant's arguments filed 12/18/07 have been fully considered but they are not 
persuasive. Applicant's arguments with respect to claims 1,11 have been considered 
but are moot in view of the new ground(s) of rejection. 

Applicants argue claims 36 and 52 rejected over Lane '983 that Lane fails to 
disclose the guide members allow sliding movement. However, the Examiner interprets 
the guide members or pins in Lane's device do slide along the valve member when 
inserted therein. The Applicants also argue that Lane attach these components together 
during assembly. However, it is irrelevant as to when the sliding occurs, just so long as 
it is capable of. Applicant additionally argues that Lane only has one frame that is 



Application/Control Number: 10/765,725 Page 8 

Art Unit: 3738 

multilobular, however, the use of multiple pieces to form a multilobular shape can be 
considered to provide a frame with multi-lobular dimensions and since the language of 
the claim uses comprises, it does not exclude the use of multiple elements to form the 
structure. In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., the components forming the valve assembly are separate during implantation) are 
not recited in the rejected claim(s). Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). Applicant argues 
Schreck's valve assembly components are separate during manufacturing. However, 
this is a moot point since they are still considered separate and disconnected as 
admitted by Applicant's arguments, but are used differently. It should be noted that the 
claims are directed to a product claim and not a method of use. In order to differentiate 
apparatus from prior art, sufficient structure must be claimed rather than intended uses. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian E. Pellegrino whose telephone number is 571- 
272-4756. The examiner can normally be reached on M- F (9am-5:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 571-272-4754. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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